Risk-Based Monitoring: Phase 1
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Consider the following functions for the RBM implementation
team:

http://www.ema.europa.eu/docs/en_GB/document_library/
Scientific_guideline/2013/11/WC500155491.pdf

http://www.iso.0rg/iso/home/standards/is031000.htm
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The development of Key Risk Indicators, their thresholds and the
approval process

The adaptation process of on-site monitoring based upon the RBM
tool risk findings

The documentation of the findings, the actions taken, the relationship
to the CAPA system and the study closure with respect to RBM
findings
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—With RBM-focused solution—-

Excel or any other home-grown systems are not really

an option since the system validation, the interfacing

to other systems, the tracking of actions, etc, limits its
use for a sound RBM solution
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